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	Trial Name 
	Description 
	Status 
	Phase 
	Trial Registry Identifier (link) 
	Expected Study Completion Date 

	Refining MDR-TB Treatment 
(T) Regimens (R) for 
Ultra(U) Short(S) Therapy(T) 
 
	The purpose of this study is to assess the efficacy, safety and tolerability of a combination of levofloxacin, linezolid, cycloserine and pyrazinamide (or clofazimine if resistant to pyrazinamide) treatments for 24 to 32 weeks (regimen consisted of clofazimine for 36~44 weeks) in subjects with multidrug-resistant tuberculosis (MDR-TB) compared to WHO standardized shorter regimen of 3644 weeks. 
 
	Completed Results
	Phase 3 
	NCT03867136 
 
	Completed

	Janssen Japan Trial 
	Open-label, single-arm, multi-center trial to explore safety, efficacy and PK of bedaquiline in Japanese participants with pulmonary MDR-TB 
	Completed Results 
	Phase 2 
	NCT02365623 
		Completed 	 

	NiX-TB 
 
	Study of bedaquiline, pretomanid, and linezolid in patients with XDR-TB and MDR-TB for 6 months with an option of 9 months 
	Completed Results 
	Phase 3 
	NCT02333799 
	Completed 

	Otsuka 232 
	Pharmacokinetic and safety trial of delamanid to determine the appropriate dose for pediatric MDR-TB HIV- patients 
	Completed Results 
	Phase 1 
	NCT01856634 
	Completed 

	Otsuka 233 
	Safety, efficacy, and pharmacokinetic study of delamanid in pediatric patients with MDR-TB 
	Completed Results 
	Phase 2 
	NCT01859923  
	Completed 

	NeXT 
	Open label RCT of a 6-9 month injection free regimen containing bedaquiline, linezolid, levofloxacin, ethionamide/high dose isoniazid, and pyrazinamide 
	Completed Results 
	Phase 3 
	NCT02454205 
	Completed 

	V-QUIN  
	Evaluating 6 months daily levofloxacin vs. placebo as preventive therapy in contacts of MDR-TB. Enrolling Children, adolescents, infants 
HIV+/HIV- Household randomization 
	Completed; 
Results 
	Phase 3 
	ACTRN12616000215 426 
	Completed 

	ACTG 5312 
 
	Safety and efficacy study of different doses and generic variants of isoniazid resistant TB 
	Stage 1 Completed Results 
Stage 2 Completed Results 1

Stage 2 Completed Results 2
	Phase 2 
	NCT01936831 
	Completed 



	Trial Name 
	Description 
	Status 
	Phase 
	Trial Registry Identifier (link) 
	Expected Study Completion Date 

	DELIBERATE  
(ACTG 5343) 
	Study of drug-drug interactions and combined QT effects of bedaquiline and delamanid 
	Completed Results; 
Abstract of Results 
 
	Phase 2  
	NCT02583048 
	Completed 

	Opti-Q 
	Efficacy and safety study of increased doses of levofloxacin in combination with optimized background therapy 
	Phase 2 Results 
	Phase 2 
	NCT01918397  
	Completed 

	 
TB-CHAMP 
 
	Randomized double blind placebo-controlled, superiority multicenter trial to evaluate the efficacy of levofloxacin vs. placebo for the prevention of MDR-TB in child and adolescent household contacts 
	Completed;  
Results 
	Phase 3 
	ISRCTN92634082 
	Completed 

	ZeNix 
	Evaluate the efficacy, safety and tolerability of various doses and durations of linezolid plus bedaquiline and pretomanid after 26 weeks of treatment in participants with either pulmonary XDR-TB, pre-XDR-TB, or treatment intolerant or non-responsive MDR-TB. 
	Completed Results 
	Phase 3 
	NCT03086486 
	Completed 
 
 
 
 

	IMPAACT PK of Delamanid in Children 
	The purpose of this study is to evaluate the pharmacokinetics, safety and tolerability of Delamanid in combination with optimized multidrug background regimen (OBR) for multidrug-resistant tuberculosis (MDR-TB) in HIV-infected and HIV-uninfected children with MDR-TB 
	Currently enrolling participants in Botswana, India, 
South Africa and 
Tanzania 
	Phase 1-2 
	NCT03141060 
 
	2027 

	MDR-END 
 
 
	Comparing efficacy of treatment regimen including delamanid, linezolid, levofloxacin, and pyrazinamide for 9-12 months, with a control arm of the standard treatment regimen including injectables for 20-24 months for the treatment of quinolone sensitive MDR-TB 
	Completed; 
Results 
	Phase 2 
	NCT02619994 
 
	Completed 
 

	STREAM Stage 2 
	Comparison of 6 and 9 month bedaquiline-containing regimen against the WHO and Bangladesh regimen 
	Completed; 
Results 
	Phase 3 
	NCT02409290 
	Completed 

	InDEX 
The Individualized M(X) 
Drug-resistant TB Treatment 
Strategy Study 
	This is a randomized controlled clinical trial comparing treatment success of a gene-derived individualized drug-resistant 
Tuberculosis regimen to a standard Tuberculosis regimen based on South African National Tuberculosis guidelines. 
	Terminated 
	Phase 4 
	NCT03237182 
	Terminated



	Trial Name 
	Description 
	Status 
	Phase 
	Trial Registry Identifier (link) 
	Expected Study Completion Date 

	endTB 
	Phase III, randomized, controlled, open-label, non-inferiority, multicountry trial evaluating the efficacy and safety of new combination regimens for FQ-susceptible MDR-TB treatment 
	Completed; 
Results 
	Phase 3 
	NCT02754765 
	Completed 

	endTB-Q 
	Phase III, randomized, controlled, open-label, non-inferiority, multicountry trial evaluating the efficacy and safety of new combination regimens for FQ-resistant MDR-TB treatment 
	Completed;
Results 
	Phase 3 
	NCT03896685 
	Completed

	IMPAACT PK of Bedaquiline in Children 
	The purpose of this study is to evaluate the pharmacokinetics (PK), safety, and tolerability of an antituberculosis drug, bedaquiline (BDQ), when used to treat multidrug-resistant tuberculosis (MDRTB) in HIV-infected and HIV-uninfected infants, children, and adolescents. 
	Completed;
Results
 
	Phase 1-2 
	NCT02906007 
	Completed 

	SimpliciTB 
	DR-TB patients given BPaMZ for 26 weeks (or 6 months). 
	Completed;  Results
Phase 2c Results 
	Phase 2-3 
	NCT03338621 
	Completed 

	TB-PRACTECAL 
 
	Multi-centre, open label, multi-arm, randomized, controlled, phase II-III trial evaluating short treatment regimens containing bedaquiline and pretomanid in combination with existing and re-purposed antiTB drugs for the treatment of biologically confirmed pulmonary 
MDR-TB 
	Completed; 
Results 
	Phase 2-3  
	NCT02589782 
	Completed 

	SUDOCU 
	This study is an open-label, randomized, controlled, multi-center Phase IIB dose-finding trial to evaluate the safety, tolerability, pharmacokinetics and exposure-response-relationship of different doses of sutezolid (STZ) in combination with bedaquiline, delamanid and moxifloxacin in adults with newly diagnosed, uncomplicated, smear positive and drug sensitive pulmonary tuberculosis. Participants will be randomized to one of five arms containing bedaquiline, delamanid and moxifloxacin with different doses of STZ (0mg, 600mg once daily (OD), 1200mg OD, 600 mg twice daily (BD), 800 mg BD). Study treatment duration will be three months, followed by a follow-up period of 2 weeks. 
	Completed; Phase 2 Results 
	Phase 2 
	NCT03959566 
	Completed 

	DECODE 
	This trial is to describe the safety, tolerability and exposure-toxicity relationship of Delpazolid given over 16 weeks, in combination with 
	Completed;
Results 
	Phase 2 
	NCT04550832 
	Completed



	Trial Name 
	Description 
	Status 
	Phase 
	Trial Registry Identifier (link) 
	Expected Study Completion Date 

	
	standard-dose Bedaquiline, Delamanid and Moxifloxacin, compared to standard-dose Bedaquiline, Delamanid and Moxifloxacin alone 
	
	
	
	

	BEAT-Tuberculosis (South Africa) 
	Building Evidence for Advancing New Treatment for Rifampicin 
Resistant Tuberculosis (RR-TB) Comparing a Short Course of Treatment (Containing Bedaquiline, Delamanid and Linezolid) With the Current South African Standard of Care 
	Completed;
Results 
	Phase 3 
	NCT04062201 
	Completed

	BEAT-TB  
(India) 
	Evaluation of the Efficacy and Safety of a Combination regimen of 
Bedaquiline, Delamanid, Linezolid and Clofazimine in Adults with 
Pre-extensive (Pre-XDR) and Extensively Drug-resistant Pulmonary 
Tuberculosis (XDR-TB):Prospective Cohort Study 
	Completed; 
Results 
 
	Phase 4 
	CTRI/2019/01/01731 0 
	Completed 

	GRACE-TB 
Next-Generation 
Sequencing-Guided(G) Regimens(R) of Anti-
tuberculosis(A) Drugs for the 
Control(C) and 
Eradication(E) of MDR-TB  
	The purpose of this research is to assess the feasibility and effects of individualized regimen that is guided by rapid molecular drug susceptibility tests of key second-line drugs through next generation sequencing. Meanwhile, the study will evaluate a short course regimens of drugs among "simple MDR-TB" patients who are proven to be sensitive to fluoroquinolones, injectable second-line drugs and pyrazinamide. 
 
	Unknown 
	N/A 
	NCT03604848 
	Unknown

	PHOENIx 
ACTG A5300/IMPAACT 
P2003B  
	The purpose of this study is to compare the efficacy and safety of 26 weeks of delamanid (DLM) versus 26 weeks of isoniazid (INH) for preventing confirmed or probable active tuberculosis (TB) during 96 weeks of follow-up among high-risk household contacts (HHCs) of adults with multidrug-resistant tuberculosis (MDR-TB) (index cases). High-risk HHCs are those with HIV or non-HIV 
immunosuppression, latent TB infection, and young children below the age of 5 years. 
	Enrolling in 
Botswana, Brazil, 
Haiti, India, Peru, 
Philippines, South 
Africa, Tanzania, Thailand, Uganda, 
and Zimbabwe 
 
	Phase 3 
	NCT03568383 
	2026 

	Janssen C211 
	Evaluate the PK, safety, tolerability and anti-mycobacterial activity of bedaquiline in combination with MDR-TB therapy for HIV uninfected children and adolescents  
 
	Currently enrolling in 
Philippines, Russian 
Federation, and 
South Africa 
	Phase 2 
	NCT02354014  
	2027 

	DRAMATIC 
Duration-Randomized Study 
of Treatment of Patients with 
MDR-TB 
	Participants will be randomized 16, 24, 32 or 40 weeks of treatment with an oral regimen of levofloxacin, bedaquiline, linezolid, delamanid, and clofazimine to describe the relationship between the duration of the regimen and the proportion of participants with sustained cure at 76 weeks. 
 
	Open for enrollment in Philippines and 
Vietnam 
	Phase 2 
	NCT03828201 
	2027 
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	Sequencing Mycobacteria and Algorithm-determined Resistant Tuberculosis 
Treatment Trial (SMARTT) 
	The primary aim of this pragmatic trial is to determine the effectiveness of a Whole Genome Sequencing (WGS) Drug 
Sensitivity Testing (DST) strategy to guide individualised treatment of rifampicin resistant tuberculosis (RR-TB) patients. 
The primary objective is to determine the effectiveness of this WGS DST strategy in patients diagnosed with RR-TB. We will additionally perform an exploratory health economics evaluation of both arms and will determine the feasibility of the WGS DST strategy. 
	Recruiting 
 
Study Protocol 
	Not 
Applicable  
	NCT05017324 
	2026

	Refining MDR-TB Treatment 
(T) Regimens (R) for 
Ultra(U) Short(S) 
Therapy(T)-PLUS (TBTRUSTplus) 
 
	The purpose of this study is to assess the efficacy, safety, and tolerability of a combination of bedaquiline, cycloserine, clofazimine and pyrazinamide treatments guided by PZA sensitivity for 24 to 36 weeks in subjects with fluoroquinolone-resistant MDR-TB . 
	Completed;
Results
	Not 
Applicable 
	NCT04717908 
	Completed

	A Study of an Oral Shortcourse Regimen Including Bedaquiline for the 
Treatment of Participants 
With Multidrug-resistant 
Tuberculosis in China 
(PROSPECT) 
	The purpose of this study is to evaluate efficacy and safety of an oral bedaquiline-containing multidrug-resistant tuberculosis (MDRTB) short-course regimen (SCR) compared to an oral SCR not including bedaquiline at the end of treatment in participants with pulmonary MDR-TB in China. 
 
	Recruiting 
	Phase 4 
	NCT05306223 
	2026

	Trial Name 
	Description 
	Status 
	Phase 
	Trial Registry Identifier (link) 
	Expected Study Completion Date 

	Platform Assessing 
Regimens and Durations In a Global Multisite 
Consortium for 
TB (PARADIGM4TB) 
	Trial is studying BTZ-043 and GSK3036656 in combination with other TB drugs in a variety of combinations. In the first stage, different combinations of drugs will be studied for 16 weeks. In the second stage, the best combinations from the first stage will be evaluated at different lengths of treatment (8, 10, 12, 14 or 16 weeks). 
	Open Enrollment in South Africa 
	Phase 2 
	NCT06114628 
	2027 

	Pan-TB 
	This Phase 2/3 trial is studying the safety and efficacy of four months of two experimental regimens, one containing bedaquiline, OPC-167832 and sutezolid, with delamanid and a second containing the same first 3 drugs plus pretomanid. A third arm is the standard 6-month regimen of HRZE. Stage 1 is studying these regimens in patients with DS-TB. A second stage will study the best of the experimental regimens from Stage 1 at durations of 9, 11, 13, 15 and 17 weeks, also compared with 6 months of HRZE. A nonrandomized companion arm will study the experimental regimen for 17 weeks in patients with RR/MDR-TB.  The trial is taking place in the Philippines (3 sites) and South Africa (7 sites). 
	Completed;
Results
	Phase 2/3 
	NCT05971602 
	Completed

	Sudapyridine Trial 
	This phase 3 trial is studying 450 patients with MDR or XDR-TB radmonized to bedaquiline + OBR or Sudapyridine + OBR 
	Enrolling in China 
	Phase 3 
	NCT05824871 
	2026

	PRISM-TB
	The trial objective is to evaluate whether stratified medicine treatment strategies for FQ-S MDR/RR-TB, defined by a pre-specified risk stratification algorithm, have noninferior efficacy to a one-size-fits-all control regimen (the local standard-of-care [SOC] regimen consistent with preferred regimen(s) in international guidelines), as measured by TB-related unfavorable outcomes at Week 73.
	Open for enrollment
	Phase 2/3
	NCT06441006
	2027

	Quantum-TB
	532 participants with RR/MDR-TB will receive four months of Quabodepistat + bedaquiline + pretomanid +moxifloxacin and be compared to 6 months of standard treatment (depending on FQ susceptibility)
	Open for enrollment in China, Georgia, Japan, Moldova, the Philippines, and South Africa
	Phase 3
	NCT07209761
	2027

	NC-009
	Sorfequiline + pretomanid + linezolid
	Completed; Results
	Phase 2
	NCT06058299
	2025
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